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[HE] BE AE B 1ER BRI HER N OB R EE TS 7. Bk AR
K Z ety BEHL. XS BAYEXT BRI ST vt PR AEAR F R 0 I . B A0 R BT AR AR A
1BIT48HBV DNA<C 20 IU/mlIEF ELE; 54, W BEIGIT48HBY DNA T [F/K . ALTEH
. HBsAg¥ K ik 2255 # UL K HBe AgPH 1t i HBe Ag Bl 5% K B 55 K . B BTN B 1
1R A lE S P AR Bl T A B E WA R RSSO . &R SEANHEF 2676, HhEHERES
Bevayr 4 (TDF4L) 14145, Ffiis=FRsiasr 4l (ADVED 13941, WL s 54k N D 2238 b 5l R
BT E RIS EE L (P¥> 0.05) . HBeAgfH##h, TDF4H#EHBV DNA < 20 IU/ml
BEHEREEHTADVAEE (553% vs. 20.0%; x = 20.750, P < 0.001) ; [[@F:{EHBeAgh M &
%, TDF41##HBV DNA < 20 IU/mlE & LR B EH TADVALEH (86.2%% vs. 62.7%%; 1 =
20.750, P =0.003) . ALTH# KEHBeAgIM (84.5% vs. 80.5%; x'= 0.406, P =0.524) S5
CHBHE# (84.2% vs. 80.7%; x'=0243, P=0.622) HhZRHTEL 3% L. HBeAghi 4 B
TDF#H 5ADVAH FIHBeAgRl#2 (5.6% vs. 12.8%; x'=2.335, P=0.126) FIHBsAgll#EZ (1.4% vs.
3.8%; 1 =0.182, P=0.670) ZRH LGt L. HBeAghPE4LH % TTHBsAgM #9751 . TDF4L
SADVH BEANRELFIAR R R AR Z R TLGE X (P> 0.05) . &5 [E = TDF#7|
Y897 T E HBe AgBH M A1 B 1 I CHB & 2 M HBVAUR R T ADV H 22 4 it 2 M R 4F, W {E AR ECHB
BENYURBRIT BRI R .
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[ Abstract] Objective To evaluate the efficacy and safety profiles of tenofovir disoproxil fumarate
(TDF) vs adefovir dipivoxil (ADV) for Chinese patients with chronic hepatitis B (CHB). Methods In
this randomized, double-blind, controlled study, patients with CHB received TDF or ADV (ratio for 1 :
1) once daily for 48 weeks were assigned, randomly. The primary efficacy end point was plasma HBV
DNA level < 20 IU/ml at week 48. The levels of HBV DNA decrease, ratios of ALT normalization, HBsAg
loss and seroconversion and HBeAg loss and seroconversion, while the adverse events and adverse effects
were also compared between patients in TDF group and ADV group. Results Total of 267 patients were
enrolled, among whom, there were 141 patients in TDF group and 139 patients in ADV group. The baseline
characteristics were comparable between the two groups (P all > 0.05). At week 48, virological responses
occurred in more HBeAg positive patients with TDF treatment than patients with ADV treatment (55.3%
vs. 20.0%; x* = 20.750, P < 0.001) and in more HBeAg negative patients with TDF treatment than patients
receiving ADV treatment (86.2% vs. 62.7%; y° = 20.750, P = 0.003). There were no significant difference in
ratio of ALT normalization in both HBeAg positive (84.5% vs. 80.5%; x° = 0.406, P = 0.524) and negative
groups (84.2% vs. 80.7%; y* = 0.243, P = 0.622). In HBeAg positive group, there were no significant
difference in ratio of HBeAg loss (5.6% vs. 12.8%; y*=2.335, P = 0.126) and HBsAg loss (1.4% vs. 3.8%;
2 =0.182, P =0.670). No case in HBeAg negative group lost HBsAg after 48 weeks therapy. Safety profiles
including incidence of adverse events and adverse effects were compared between TDF and ADV groups
with no significant difference (P all > 0.05). Conclusions Among Chinese CHB patients with HBeAg
positive and negative, TDF had superior antiviral efficacy with a similar safety profile compared with ADV
through 48 weeks.

[ Key words] Tenofovir disoproxil fumarate; Adefovir dipivoxil; Chronic hepatitis B; Hepatitis B virus
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BRI R R B £ B, TDFIA Y748 8 I HBe AglH It
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EHBeAg¥]PECHBH # FHBV DNA << 4004% [l /ml
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TDF6¥7 CHB 3 K b U7 £04 t1 3 W TDF nJ £5 4
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o NHFRUE: FE#818~60%; HBsAgitE=
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HBeAg[ 14 % HBV DNA= 2 x 10°1U/ml HALT
JKFAE2~10 x ULN; HBeAg[f P % FERHBV
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VRIT48JEHBV DNA < 4004 Il/mlEF L, A
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Mg 5P R HBsA gL 115 .
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N BRI AR B B FE AR FHPCR™ ) E.
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R FHARIS 259, FF 2/ 1IGE LR AL 5 I S
i BEHLINESIE (FAS) 40Hr, 58/848)H
BITBEMNTFE T RE (PPS) /i &k
HE DB 1RTT BAA 2t el sk 2 S
NZEHYEE (SS) /. MidMES T N D %5k
M HABFE G ;s 7 838 hR o B b e YR bR LU IR
KH R RS B Fisher iy ML 2L LU A £ 57y
IR R R I L A ) 22 57 T 97 B0 Y
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Forh 3224 S ik NBEAL ;s e S0 2 141451 2
M 2% (HBeAgBH Y5 114 414 7 7645 K165
#i) , 12645 E#F E K48 FEY; (HBeAgPHMES
BH 14 20 43 ) N 70651 R15641) 5 ADVEL 13941 i #
R 254 (HBeAgBH M5 B 14 41 73 1l 4 8045 #1159
i), 13441 & 58 48 A B U (HBeAgBH M 5 [
PR T TBI NS 7D (L) 3 {fEHBeAg
PP S A PE S, TDFA S5ADVA B ek A D
PR SRR TERE R LS R (P>
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HBeAgPH Y CHB 167485, TDFAH 5
ADV# % HBV DNA < 20 TU/mlE 3 L2455
42/76 (55.3%) F116/80 (20.0%) , PHLH %A
HEitmE L (fF=20.750, P < 0.001) . J&JF
48 JiiHBeAg[f|"EtCHB & # 1, TDFA 5ADVA &
ZHBV DNA < 400 # Dl/mliEE %451 953/76
(69.7%) F122/80 (27.5%) , ZERBEAGIT¥e
X (f*=127.853, P <0.001) (W2 . HAHE
FVRIT12. 24, 36548/EHBV DNA T 45 tn
2Jfi7~, TDFA B TE4 I 87 A HBV DNA R %3
L TADVZH (P3< 0.05) .

HBeAglf] 4 CHB 35597485, TDFAH 5
ADV#H % HBV DNA < 20 TU/mlE % L 245 5
H56/65 (86.2%) F137/59 (62.7%) , ZRHEE
Gith L (fF=20.750, P =0.003) . J4J748
JIHBeAgW ECHBE # #, TDF45ADVAE
ZHHBV DNA < 400%% Il/ml g Eb 573 51 N 58/65
(89.2%) £148/59 (81.4%) , ERIGil¥E X
(f=1.546, P=0214) (WF2) . WAHEER
J712. 24, 36548FIHBV DNA# & 4155 an &
37N, TDF4 8 #HTE &A1 SSHBV DNAKF 5
ADVAHB TR ZEMZSR (P> 0.05) .
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HBeAgPH M CHB &6 )748)%, TDFAH 5
ADVH B FHALTE W 25 7 860/71 (84.5%)
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0.406, P =0.524) . WAEFIRIT12. 24, 365
48JA ALT N IS an B4 7, TDF4H &3 7E % I
B9 AALT N 5ADVA LR EMEE R (P>
0.05) .

HIT48 I HBeAg[A 1 CHB# &, TDF4H 5
ADVAH B FHALTE H 2 5 7 848/57 (84.2%) F
46/57 (80.7%) , ZERLLTHE L (= 0.243,
P=0.622) (WL3R2) . WABEIRIT12. 24, 36
AR ALT R 1E S an ST n, TDFZH B35 15 %
N E S SALT F A SADVA LR EM 2R (P>

0.05) .

DU I3 27 B

HBeAgPH " CHB & 1697488, TDFH 5
ADV A B FHBeAgl1 4% #5371l y4/72 (5.6%) FI
10/78 (12.8%) , ZERTGiT5E L (F=2.335,
P=0.126) . HBeAgfH:CHBHE# /77484, TDF
41 5ADVA B FHHBeAg ML i 2 7 B K 5y ) N3/76
(3.9%) HI8/80 (10.0%) , ERLLil¥E X
(f’=2.184, P=0.140) . HBeAgfH1:CHBH# A
J748JH, TDFH 5ADVA & #HHBsAgH % %5y

H: FAS: &, BAMGREANARHE TIRBZ4Y, HEDHIRIELIEEL EUEFN B B, SS: #aBhsE, BEimit
NP EZVIGRTT B 2 Rbe R 2 8 . PPS: frai RS, 18848 iT i
B BEANRER

®BHERENTEIRR S ImRTEAR UL (FAS 2047

HBeAgFH M &

HBeAgRi g3

LA
) Rdl (760

KHHELL (805 A4 6561 A (591D

FEHR [, M (R) ]
PR B (%) ]

31.4 (18.0~59.0)

LR 49 (64.5)
L 27 (35.5)
B (x £s, cm) 168+ 8

RE (x £s, kg) 65.5+12.1
FIG S ] (%) ] 33 (43.4)
HBVDNA (x %5, log,[U/ml) 7.23 +0.65
ALT (x %5, U/L) 154+ 70

ALT > 4 x ULN [{f] (%) ] 29 (38.2)

30.1 (18.0~51.0) 40.2 (20.0~58.0) 41.2 (21.0~59.0)

63 (78.8) 51 (78.5) 39 (66.1)
17 (21.3) 14 (21.5) 20 (33.9)
169+ 7 169+ 6 168 +7
65.5+12.0 68.6+11.9 68.3+£10.9
26 (32.5) 19 (29.2) 18 (30.5)
7.34 £ 0.64 5.86 £ 1.04 5.72+1.01
161 + 85 164 + 102 145+ 84
30 (37.5) 24 (36.9) 20 (33.9)
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N1/72 (1.4%) F13/78 (3.8%) , ERTLLiHHE
X (=0.182, P=0.670) . HBeAgMtE4 &G
JTA8)E, WiZH B 4 ICHBsAgRH % B i .

BTN 7S ot R PTEAE S

TR AS R N R AE S K37~ . TDF
HILKRAERAH] (51.9%) ANKE M, ADVA KA
7545 (47.2%) AR, PHA R R4 %
[TG i E L (f=0.704, P=10.402) . TDF

HIL1441] (8.6%) KENRKI, ADVZ 184
(11.3%) KAEANRRLN, AR KRB RERZ
REGIHE N (F=0.642, P=0423) . W5
6] T F 2 IR < 2 mg/dl; TG ERE LB AL ULET
T = 2 mg/dIEEEE LT = > 0.5 mg/dl. W5
HIH ADV 4 5 A 245 fB 3 B B2 2% Rk, PCR
FEY B I T R R R ADVIi 25, #:F TDFYA YT J5
HBV DNAfK Tl FBR; TDF4L 3 T i 5 5

2 07 48 LB T A (FAS H047)

BeAglH 1 HBeAgBi ki
I Sk ek N .
i T L .
HBV DNA
<20 IU/ml [ (%) ] 42 (55.3) 16 (20.0)  ;=20.750 << 0.001 56 (86.2) 37 (62.7) £=20.750  0.003
< 400 #£ 0l/ml [ (%) ] 53 (69.7) 22 (27.5)  =27.853 < 0.001 58 (89.2) 48 (81.4) 7=1546 0214
L T log,Uml (x £5)  —524+1.65 —375+1.74 t=5497  <0.001 —419+155 —393+133 r=1.026 0.307
ALTE® (B (%) ] 71 (84.5) 77 (80.5) 7 =0.406 0.524 48 (84.2) 46 (80.7) 1=0.243 0.622
HBeAg [##] (%) ]
MR 4 (5.6) 10 (12.8) 2 =2.335 0.126 NA NA NA NA
LY 2 3 (3.9 8 (10.0) 1=2.184 0.140 NA NA NA NA
HBsAg [ (%) ]
Wk 1 (1.4 3 (3.8) 2=0.182 0.670 0.0 0.0 — 1.000
LINCEZ S/ 0 (0.0) 2 (2.6) 0.499 0.0 0.0 — 1.000

Ee =7 TOMHREEE

[El2 HBeAgH M B #A )T 48 PI4IHBV DNAZHZA T M5 I

[E3 HBeAglI 1 356748 JE FHHBV DNA N [ 1550

[El4 HBeAgPHM: B VA T 48 BI4LALT B2 T P4t

&5 HBeAgR M BF VR IT48 A WAL ALTH)ZS T FEA
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HEFZFALTE ¥R BEADVHBREZR LSt R
X, X5 [E N TDF#E 5776 77 CHB & 2 1 I R
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FARZETHET, #5001 58 B B i TDF Y5y 7 HBeAg
FH 4 CHB i & HBe A g |91 4% BRI I 27 4% 46 (1) Tt (&)
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